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IN THE UNITED STATES DISTRICT COURT 
FOR THE SOUTHERN DISTRICT OF TEXAS 
HOUSTON DIVISION 


UNITED STATES OF AMERICA, 


Plaintiff, 

v. 


Civil Action No. 4:19-cv-3214 


TOPWAY ENTERPRISES, INC, a 
corporation, d/b/a KAZY’S GOURMET, and 
JEFF LIAO, YING CHEN, and AD WIN 
LIAO, individually, 

Defendants. 


PLAINTIFF UNITED STATES OF AMERICA’S 

COMPLAINT FOR PERMANENT INJUNCTION 

1. The United States of America brings this action against Topway Enterprises, Inc., a 
corporation d/b/a Kazy’s Gourmet, and Jeff Liao, Ying Chen, and Adwin Liao individually 
(collectively, Defendants), under the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 332(a), 
and the inherent equitable authority of this Court, to permanently enjoin and restrain Defendants 
from violating: (A) 21 U.S.C. § 331(a), by introducing or delivering for introduction, or causing to 
be introduced or delivered for introduction, into interstate co mm erce articles of food, within the 
meaning of 21 U.S.C. § 321 (f), that are adulterated within the meaning of 21 U.S.C. § 342(a)(4) in 
that they have been prepared, packed or held under insanitary conditions whereby they may have 
been rendered injurious to health; and (B) 21 U.S.C. § 33 l(k), by causing articles of food within 
the meaning of 21 U.S.C. § 321(f) to become adulterated within the meaning of 21 U.S.C. 
§ 342(a)(4), in that they have been prepared, packed, or held under insanitary conditions whereby 
they may have been rendered injurious to health, while held for sale after shipment of one or more 


components in interstate commerce. 
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JURISDICTION AND VENUE 

2. This Court has jurisdiction over the subject matter and over all parties to this action 
under 28 U.S.C. §§ 1331 and 1345,21 U.S.C. § 332, and its inherent equitable authority. The Court 
has jurisdiction over the defendants because the corporation, Topway Enterprises, Inc., has its 
principal place of business in Houston, Texas, and the individual defendants work at the 
corporation’s location, which is located in this district. 

3. Venue in this District is proper pursuant to 28 U.S.C. § 1391(b) and (c). 

PARTIES 

4. Plaintiff is the United States of America. 

5. Defendant Topway Enterprises, Inc. (“Topway”) is a Texas corporation doing 
business as Kazy’s Gourmet, with its principal place of business at 4001 Briarpark Drive, Houston, 
Texas (“Defendants’ facility”), within the jurisdiction of this Court. 

6. Defendant Jeff Liao is the President and co-owner of Topway. He has overall 
responsibility for Topway’s operations. He performs his duties at Defendants’ facility, within the 
jurisdiction of this Court. 

7. Defendant Ying (Linda) Chen, Mr. Jeff Liao’s wife, is co-owner of Topway. 
During a February 2019 inspection by the Food and Drug Administration (“FDA”), Ms. Chen 
identified herself as the most responsible person at the facility. Defendant Chen performs her duties 
at Defendants’ facility, within the jurisdiction of this Court. 

8. Defendant Adwin Liao is the son of Defendants Jeff Liao and Ying Chen, and the 
manager of Defendants’ facility. He accompanied FDA on the February 2019 inspection, and 
attended a Regulatory Meeting with FDA in March 2019, as the Topway representative. Defendant 
Adwin Liao performs his duties at Defendants’ facility, within the jurisdiction of this Court. 

9. Defendants receive, process, prepare, pack, hold, and distribute articles of food, 
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within the meaning of 21 U.S.C. § 321(f), including, but not limited to, ready-to-eat fish and fishery 
products. 

10. Defendants’ ready-to-eat fish and fishery products are made from ingredients that 
have been shipped in interstate commerce. Defendants deliver their ready-to-eat fish and fishery 
products to customers located outside the state of Texas. For example, Defendants receive fish and 
fishery products from North Carolina, and ship ready-to-eat fish and fishery products for sushi to 
restaurants located outside of Texas, including to restaurants in Louisiana, Alabama, and 
Mississippi. 

DEFENDANTS’ VIOLATIONS 

11. Defendants violate 21 U.S.C. § 331(a) by introducing or delivering for 
introduction, or causing to be introduced or delivered for introduction, into interstate commerce 
articles of food that are adulterated within the meaning of 21 U.S.C. § 342(a)(4). 

12. Defendants violate 21 U.S.C. § 331(k) by causing articles of food to become 
adulterated within the meaning of 21 U.S.C. § 342(a)(4), while held for sale after shipment of one 
or more components in interstate co mm erce. 

13. Defendants’ food is adulterated within the meaning of 21 U.S.C. § 342(a)(4) in that 
it has been prepared, packed or held under insanitary conditions whereby it may have been rendered 
injurious to health. The insanitary conditions include, but are not limited to, the widespread 
presence of Listeria at Defendants’ facility. 
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14. Listeria monocytogenes is a pathogenic organism that has a reasonable probability 
of causing serious adverse health consequences or death to humans. 

15. FDA conducted an inspection of Defendants’ facility from February 4-8, 2019, 
during which FDA observed insanitary conditions and poor employee production practices. 

16. Approximately 58% of the samples collected by FDA during the February 2019 
inspection tested positive for non-pathogenic species of Listeria, which are considered indicator 
organisms, meaning that they provide evidence that Listeria monocytogenes, a pathogenic 
organism, could survive under similar physical, chemical, and nutrient conditions. 

17. On June 24-July 3, 2019, under contract with FDA, the Texas Department of State 
Health Services (“TX DSHS”) conducted a follow-up inspection of Defendants’ facility and 
observed continuing insanitary conditions and poor employee production practices. 

18. Approximately 65% of the samples collected during the June/July 2019 inspection 
tested positive for Listeria, including four that revealed pathogenic Listeria monocytogenes. 

19. On July 3, 2019, in response to the June-July 2019, inspection, Defendants 
temporarily ceased operations at their facility, but did not inform FDA that they were operating in 
a temporary location, taking utensils, aprons, and small equipment with them. 

20. On July 10, 2019, Defendants resumed operations at their facility—and refused to 
cease such operations—despite hearing from FDA experts on July 11,2019 that adequate corrective 
action had not been implemented and the ready-to-eat seafood processed at their facility was likely 
to be contaminated with L. monocytogenes and could cause serious adverse health consequences or 
death to humans. 

21. On July 17, 2019, FDA suspended Defendants’ facility’s registration under 21 
U.S.C. § 350d(b), based on FDA’s determination that food manufactured, processed, packed, 
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received, and/or held at Defendants’ facility had a reasonable probability of causing serious adverse 
health consequences or death to humans. 

22. In response to the registration suspension, Defendants have taken certain corrective 
action, including presenting FDA with a Corrective Action Plan. That plan, while promising, is not 
sufficient to alleviate FDA’s concern that ready-to-eat food processed at Defendant’s facility is 
likely to be contaminated with Listeria, absent the intervention of the Court. As of the date of this 
complaint, Defendants’ facility registration remains suspended. 

WHEREFORE, Plaintiff respectfully requests that this Court: 

I. Permanently restrain and enjoin, under 21 U.S.C. § 332(a), Defendants and each 
and all of their officers, agents, employees, representatives, successors, assigns, attorneys, and any 
and all persons in active concert or participation with any of them (including individuals, directors, 
corporations, subsidiaries, affiliates, partnerships, and “doing business as” entities), who receive 
notice of the Court’s order from, directly or indirectly: 

A. violating 21 U.S.C. § 331(a), by introducing, delivering, and causing the 
introduction and delivery for introduction into interstate commerce of any article of food that is 
adulterated within the meaning of 21 U.S.C. § 342(a)(4); and 

B. violating 21 U.S.C. § 33 l(k), by doing and causing to be done any act that 
causes any article of food to become adulterated within the meaning of 21 U.S.C. § 342(a)(4), while 
such article is held for sale after shipment of one or more of its components in interstate commerce; 

II. Order Defendants and each and all of their officers, agents, employees, 
representatives, successors, assigns, attorneys, and any and all persons in active concert or 
participation with any of them (including individuals, directors, corporations, subsidiaries, 
affiliates, partnerships, and “doing business as” entities), who receive notice of the Court’s order to 
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cease, directly or indirectly, receiving, processing, manufacturing, preparing, packaging, holding, 
and distributing any article offood within the meaning of 21 U.S.C. § 321(f), at or from Defendants’ 
facility (and any other or new location at or from which Defendants receive, process, manufacture, 
prepare, pack, hold, or distribute food), unless and until Defendants bring their operations into 
compliance with the Act and its implementing regulations to the satisfaction of FDA; and 

III. Award the United States its costs herein, including the costs of investigation to 
date, and such other relief as the Court may deem just and proper. 


6 


Case 4:19-cv-03214 Document 1 Filed on 08/27/19 in TXSD Page 7 of 7 


Respectfully submitted. 


Of Counsel: 

ROBERT P. CHARROW 
General Counsel 

United States Department of Health 
and Human Services 

STACY CLINE AMIN 
Chief Counsel 

Food and Drug Administration 
Deputy General Counsel 
United States Department of Health 
and Human Services 

ANNAMARIE KEMPIC 
Deputy Chief Counsel, Litigation 
Food and Drug Administration 

BARBARA ALKALAY 
Senior Counsel 
Office of the General Counsel 
Food and Drug Division 
10903 New Hampshire Avenue 
White Oak 32, Room 4442 
Silver Spring, MD 20993-0002 
Telephone: (301)348-3085 
Barbara.Alkalay@fda.hhs.gov 


RYAN K. PATRICK 
United States Attorney 
Southern District of Texas 

By: s/_ _ 

Andrew A. Bobb 

Assistant United States Attorney 

SBOT No. 02530350 

Fed. Bar No. 9041 

1000 Louisiana, Suite #2300 

Houston, Texas 77002 

Tel: (713) 567-9766 
Fax: (713)718-3303 
Email: Andrew.Bobb@usdoj.gov 

JOSEPH H. HUNT 
Assistant Attorney General 
Civil Division 

DAVID M. MORRELL 
Deputy Assistant Attorney General 

GUSTAV W. EYLER 

JaSThi/a D. Rothman 
TqjJ Attorney 

State Bar Number 108272014 (New Jersey) 
Consumer Protection Branch 
U.S. Department of Justice 
450 5th Street NW, Suite 6400S 
Washington, D.C. 20001 
Telephone: 202-514-1586 
Fax: 202-514-8742 
Joshua.D.Rothman@usdoi.gov 

Attorneys in Charge for the United States 
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